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Legally marketed devices to

which equivalence is claimed:

Reason for 510(k)
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Device description:

Intended use:

Indications for use:

Technological Characteristics

of Device Compared to
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Cytosponge™ Cell Collection Device (K142695)

The purpose of this 510(k) is to notify the Agency of an
expanded indication and the addition of clinical information to
the labeling resulting from a Covidien clinical study using the
Cytosponge™ Cell Collection Device. Additionally the warning of
platelet inhibiting agents was moved and combined with the
contraindications of antithrombotic drugs that cannot be
temporarily discontinued.

The subject device Cytosponge™ Cell Collection

Device is a sterile single-use device. The Cytosponge™ Cell
Collection Device consists of a clear, size 00 vegetable-material-
derived capsule, which holds a 30mm spherical sponge inside of
the capsule. The capsule containing the sponge is attached to
silicone-coated braided polyester suture. The suture is attached
and secured to a retainer card via an ABS plug. The Cytosponge™
Cell Collection Device consists of a swallowable capsule, which
dissolves in the stomach, releasing a self-expandable sponge.
The sponge is then retrieved from the esophagus using an
attached cord; during the retrieval process, the sponge collects
cells from the outer layer of esophageal tissue

The Cytosponge™ Cell Collection Device is intended for use in the
collection and retrieval of surface cells in the esophagus.

The Cytosponge™ Cell Collection Device is indicated for use in
the collection and retrieval of surface cells in the
esophagus for cytological and histological analyses.

As the subject of this submission is an expanded indication and
labeling changes, the Cytosponge™ Cell Collection Device has
identical technological characteristics is to the legally marketed
predicate device cleared by the agency under K142695. There
have been no design or material changes to the Cytosponge™
device cleared on November 26, 2014. There have been minor
changes to the package insert that did not require a submission
and were documented via Letter to File. The difference
between the proposed Cytosponge™ Cell Collection Device and
the predicate device (K142695) is an expanded indication and
the addition of clinical information to the labeling resulting from
a Covidien clinical study.
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Summary of Clinical Tests
Performed:

Performance data:

Conclusion:
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In a Covidien sponsored post-market study in a population of
individuals with confirmed Barrett’s esophagus (BE), sample
adequacy was measured by the presence of columnar cells.

For the purposes of this investigation, an adequate sample was
one in which at least one group of columnar cell was present.
No minimal size was required for a group; a group of columnar
cells can consist of two cells that are clearly columnar. Sample
adequacy was presented as a proportion of subjects who
fulfilled this definition after up to two total administrations of
the Cytosponge device.

Sixty-eight subjects met the inclusion criteria for sample
adequacy. Four out of sixty-eight samples were inadequate.
Two of the four patients repeated the Cytosponge device
swallow and met the criteria for sample adequacy.

Sixty-four of sixty-eight Cytosponge samples were sample
adequate after one administration. Sixty-six of sixty-eight
Cytosponge samples or 97% were sample adequate after two
administrations.

The subject Cytosponge™ Cell Collection Device is
technologically identical to the cleared predicate device cleared
by the agency under K142695. Accordingly, no performance
testing was conducted.

The clinical study demonstrates the Cytosponge™ Cell Collection
Device may be used for cytological and histological analyses and
is substantially equivalent to the predicate device.
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